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Food and Drug Administration

[Docket No. 02D-0306]

Medical Devices; Class Il Special Controls Gu:dance Docume

Sonography and Jaw Trackmg Dewces Draft Guudance for lndustry and FDA
Reviewers; Availability ' ' ‘
AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Admmlstra’uon (FDA) is announcmg the o

availability of the draft guidance entitled “Class II Specral Controls Gu1danoe - T

Document: Dental Sonography and Jaw Tracklng Devmes Draft Guldance for , f} |
Industry and FDA Reviewers.” This draft gurdance document was d veloped

as a special control guidance to support the ola531f1(:at10n of certam dental o
sonography and jaw tracking dev1ces into class II Elsewhere in th1s issue of “ . o
the Federal Register, FDA is pubhshmg a proposed rule to classify these dev1ce o

types. This guldance is nelther final nor is it in Veffect at thls t1me e

DATES: Submit written or electr guldance by [msert

date 90 days after date of publication in the Federal Reglster]

ADDRESSES: Submit written requests for smgle Cop1es on a 3. 5 dlskette of the

draft guidance document entitled “Class it Spemal Controls Guldance
Document: Dental Sonography and Jaw Tracklng Dev1ces Draft Guldance for | |

Industry and FDA Reviewers” to the Division of Small Manu fact ‘

International, and Consumer A531stanoe (HFZ—ZZO) Center for Dev1ces and h

Radiological Health, Food and Drug Admlmstratlon, 1350 P1ccard Dr .

ch024 - - | | | NAﬂ—-I



Rockvﬂle MD 20850. Send two self—addressed adhesrve labels to assist that

office in processing your request, or fax your request to 301—44 3—-8818

Submit written comments concermng thls draft guldance to the Dockets |

Management Branch (HFA——305) 5630 Flshers Lane rm 1061 Rockvrlle MD

20852. Submit electromc commen

http / /WWW fda gov/ dockets/

ecomments, Comments should be 1dent1f1ed Wlth?the docket nu ber fo “nd 1n

brackets in the heading of this document See the SUPPLEMENTARY INFORMATION B

section for 1nformat10n on electronrc access to{the gmdance

FOR FURTHER lNFORMATION CONTACT: Mary S Runner Center for Dev1ces and o
Radiological Health (HFZ~480), Food and Drug Admlnlstratlon 9200 Corporate
Blvd., ROCleHe, MD 20850, 301-827-5283.

SUPPLEMENTARY INFORMATION:

I. Background

FDA developed this draft guldance document as a specral contro] gurdance
to support the c1a351f1catron of certain dental sonography and )aw tracklng
devices into class II. FDA beheves that spec1a1 controls When combrned wrth
the general controls, will be sufficient to provrde reasonable assurance of the | f |

safety and effectiveness of dental sonography and Jaw trackmg devices. This

draft guidance document s, product code and cla851f1 tlon -

definition for these dev1ces In addltlon,, 1t 1dent1fles the rlsks to health “

generally assocrated with this generic type of dev1ce descrrbes the dev1ce S

evaluation and labeling measures that FDA believes W1ll mrtrgate those rrsks,

explains how manufacturers should address those risks in a premarket

notification submission, and serves as a special cont ol tha ,Lwhen comblned -




with the general controls, will address the risks assoctated wrththls generic

device type.
II. Significance of Guidance

This draft guidance document represents the agency’s current thinking on

certain dental sonography and jaw tracklng devices. It does not create or confer

any rights for or on any person and does not operate to b1nd FDA or the public.
An alternative approach may be used 1f such approach satisfies the
requirements of the applicable statute and regulatlons |

The agency has adopted good guldance practices (GGPs) and pubhshed
the final rule, which set forth the agency ’s regulatlons for the development

issuance, and use of guidance documents (21 CFR 10. 115) Thls guldance

document is issued as a level 1 draft gurdance m accordance wrth theGGP - | | ’

regulations.

III. Electronic Access

In order to receive the draft guldance entltled “Class II Spectal Controls
Guidance Document: Dental Sonography and ]aw Trackmg Devrces Draft
Guidance for Industry and FDA Reviewers” via your fax machme call the

CDRH Facts- On-Demand system. at 800—-899—0381 or 301 k 114 from a

touch-tone telephone. Press 1 to enter the system At the second voice prompt o

press 1 to order a document. Enter the document number ,‘(1393) followed by

the pound sign (#) Follow the remarnlng voice prompts to complete your S

request.
Persons interested in obtaining a copy of the draft guldance may also do

SO usmg the lnternet The Center for Dev1ces and Rad 1olog1cal Health (CDRH)

maintains an entry on the Internet for easy access to mformatlon 1nclud1ng .



text, graphics, and files that you may download to a personal computer.
Updated on a regular basis, the CDRH home page includes device safety alerts,
Federal Register reprints, information on premarket submlssmns(mcludmg -

lists of approved applications and manufactu addresses) small

manufacturers’ assistance, mformatmn on vrdeo conferencmg and eleetromc

submissions, Mammography Matters and other devme or1ented mformatlon
You may access the CDRH home page at http / / WWW fda. gov/ cdrh. You may
search for all CDRH guldance documents at http: / /www fda. gov/ cdrh/

guidance.html. Guidance do cuments are also avaérlﬁiah‘lerﬁ_a:tﬁhttpf/ fwww.fda.gov/

ohrms/dockets.

IV. Paperwork Reductlon Act of 1995”;%( o

“This guidance contains information collectlon prowsmns that are sub]ect

to review by the Office of Management and Budget (OMB) llnder th e PaperWOrk s

Reduction Act of 1

95 (44 U S C 3501 3520) The burden hours assomated o

with 21 CFR part 807, subpart E were approved under OMB control numberf' R

0910-0120.

V. Comments

written comments regarding thls draft guldance by [msert date 90 dayS a fter“ o

date of publication in the Federal Reglster] You should subrmt two COPlBS

comments with the docket number found




document. You may see the gmdancedocumentandany Ccmments,EDA e

receives in the DocketsManagementBraniihbetwe 19 a.m. and 4 p.m.,

Monday through Friday.

Dated: {lllo?\

August 1, 2002.

Tnte . Haker

Linda S. Kahan,
~Deputy Director,
Center for Dev1ces and Radlologlcal Health.
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